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Art Unit: 3761 

DETAILED ACTION 

Status of Claims 

Claims 1 -1 9 are pending wherein Claims 1 -8 are amended and Claims 11-19 are 
new. All claims are examined on the merits. 

Response to Arguments 
1 . Applicant's request for reconsideration of the finality of the rejection of the last 
Office action is persuasive and, therefore, the finality of that action is withdrawn. 

Specifically, Applicant argues that since Seddon teaches a system for use in 
wound drainage and Deverre teaches placental blood extraction by gravity, the 
Examiner has failed to provide evidence that it would be obvious for one skilled in the 
art to combine the two distinct apparatuses that are designed to be used in different 
applications. The Examiner finds this argument persuasive. 

However, the Examiner disagrees with Applicant's argument that one would not 
combine Seddon's vacuum bottle to the extraction of blood because Seddon teaches a 
passive system. The application of vacuum to a body part constitutes an active action 
(versus the use of gravity, which would be passive), thus making the Seddon system an 
active fluid removal system. Applicant also argues that an "accelerating" fluid 
withdrawal effect does not exist in the normal usage of Seddon's vacuum bottles. The 
Examiner respectfully disagrees. Suction would necessarily result in quicker removal of 
a fluid when compared to a system that does not use suction, such as that of Deverre, 
which employs only the force of gravity for drawing blood out of the placenta. 
Therefore, when one wishes to withdraw more blood from the placenta in a given time 
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period, then it is obvious to use vacuum, regardless of whether the suction is generated 
from a pump, a syringe, a bottle, or other suction means. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

4. Claims 1, 3-7, 9, and 17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Deverre (US 7,131 ,958) in view of Dracker (US 5,356,373). 

With regard to Claim 1, Deverre teaches a placental-blood extraction device 
comprising at least one extraction needle (4 or 5) for piercing the vein of the umbilical 
cord or of the placenta, a collection vessel (1 ) connected to said at least one needle via 
at least one tube (2). However, Deverre does not teach suction means connected to 
said at least one needle. Dracker teaches using suction means (Col. 4 lines 45-53) 
connected to a needle for sucking placental blood so as to feed a collection vessel (the 
connection is through applying suction on the exterior of an expandable collection bag 
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which would then translate to suction through the needle). It would have been obvious 
to one of ordinary skill in the art at the time of the invention to modify Deverre with 
Dracker for the purpose of more efficiently extract blood from the placenta. 

With regard to Claims 3-4, Deverre also teaches that the device includes at least 
one injection or extraction site (8 or 12 in Fig. 2) provided on the tube between said at 
least one extraction needle (4 or 5) and said collection vessel (1). 

With regard to Claim 5, Deverre does not teach that the at least one injection or 
extraction site is provided on the collection vessel. Dracker teaches an extraction site 
(where tube 70 connects to collection bag 62, Fig. 3) provided on the collection vessel. 
It would have been obvious to one of ordinary skill in the art at the time of the invention 
to modify Deverre with Dracker for the purpose of taking blood samples for testing. 

With regard to Claim 6, Deverre also teaches that the at least one injection or 
extraction site (12) is used to inject an anti-coagulant (Col. 3 lines 23-27) or to extract a 
sample of blood for analysis or to extract the blood contained in said collection vessel. 

With regard to Claim 7, Deverre also teaches that the device includes blood-flow 
control means (13a or 14a). 

With regard to Claim 9, Dracker also teaches a collection vessel containing an 
anti-coagulant before receiving said placental blood (Col. 2 lines 60-63). It would have 
been obvious to one of ordinary skill in the art at the time of the invention to modify 
Deverre with Dracker for the purpose of properly preserving the blood for future use. 

With regard to Claim 17, the method of providing an extraction device, which 
comprises the structural elements of Claim 1 , is obvious over Deverre and Dracker, as 
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explained above. Deverre also teaches the step of piercing the vein of the umbilical 
cord or of a placenta (Col. 3 lines 50-51 ). 

5. Claims 2, 11, 12, 18, and 19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Deverre in view of Dracker as applied to claim 1 above, and further in 
view of Seddon et al. (US 6,024,731 , "Seddon"). 

With regard to Claims 2 & 19, Deverre and Dracker do not teach that the suction 
means comprises a vacuum pump. Seddon teaches that it is conventional to use a 
medical fluid drainage system with a vacuum pump (Col. 1 line 14) for removal of fluid 
from the body of a patient. It would have been obvious to one of ordinary skill in the art 
at the time of the invention to employ a known vacuum pump in the combination of 
Deverre and Dracker for the purpose of facilitating blood removal. 

With regard to Claims 11,12, and 18, Deverre and Dracker do not teach that the 
suction means comprises a vacuum bottle that simultaneously forms a collection vessel. 
Seddon uses a Redon type vacuum bottle for removing body fluid from a patient using 
suction in the Redon bottle. It would have been obvious to one of ordinary skill in the art 
at the time of the invention to modify Deverre and Dracker with Seddon for the purpose 
of simplifying the placental extraction system (using a Redon bottle allows one to 
eliminate a separate suction means). 

6. Claims 13-16 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Dracker in view of Seddon. 

With regard to Claims 13-15, Dracker teaches a placental-blood extraction device 
comprising: 
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an extraction needle for piercing the vein of an umbilical cord or of a placenta, 
a collection vessel in fluid connection with the needle via a tube, and 
a vacuum. 

Dracker does not teach that the vacuum is in fluid connection with the needle so 
as to feed the collection vessel. Seddon teaches a Redon type collection vessel (Col. 5 
lines 1-3) used in a medical setting that creates a vacuum in fluid connection with a tube 
(see Fig. 1) that is adapted for contacting a wound on a patient. It would have been 
obvious to one of ordinary skill in the art at the time of the invention to modify Dracker 
with Seddon for the purpose of making the placental-blood extraction device more 
compact by using a vacuum bottle. 

With regard to Claim 16, Dracker does not expressly teach a pump. Seddon 
teaches a vacuum pump (Col. 1 line 14) used for fluid removal from the body. It would 
have been obvious to one of ordinary skill in the art at the time of the invention to modify 
Dracker by using a vacuum pump for the purpose of providing a continuous suction on 
the placenta. 

7. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Deverre 
and Dracker as applied to claim 7 above, and further in view of Darling, Jr. (US 
6,213,986, "Darling"). Deverre and Seddon do not teach that the blood-flow control 
means or the suction control means include a knurled adjustment wheel. Darling 
teaches a fluid-flow control means (10, Fig. 1) that includes a knurled adjustment wheel 
(110, Figs. 2-3). Furthermore, knurled adjustment wheels are commonly used in 
everyday life for fluid control, such as faucet knobs. It would have been obvious to one 



Application/Control Number: 10/577,132 Page 7 

Art Unit: 3761 

of ordinary skill in the art at the time of the invention to modify Deverre and Dracker with 
Darling for the purpose of having a way to control the amount of flow with an easy-to- 
grip means. 

8. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Deverre 
and Dracker as applied to claim 1 above, and further in view of Van Der Heiden et al. 
(US 5,879,318, "Van Der Heiden"). Deverre and Dracker do not expressly teach that 
the device is packaged in sterile manner and is assembled in a single package so as to 
be ready to use once said package has been opened. Van Der Heiden teaches 
packaging a cord blood collection device in a sterile manner (Col. 6 lines 15-17) and is 
assembled in a single package that is ready to use (suggested by Col. 6 lines 35-36 
because sterility for the entire closed system can be kept only if the system is already 
closed before the sterilization process and kept sterilized as a single connected 
system). It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify Deverre and Dracker with Van Der Heiden for the purpose of 
preventing contamination of the device and subsequently the contents inside the device. 

Conclusion 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
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TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUSAN SU whose telephone number is (571)270-3848. 
The examiner can normally be reached on M-F 9:00AM-5:00PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1 115. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Susan Su/ 

Examiner, Art Unit 3761 

/Tatyana Zalukaeva/ 

Supervisory Patent Examiner, Art Unit 3761 



